AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

of compliance must be denied or lim-
ited, HHS will notify the laboratory in
writing of the—

(1) Basis for denial of the application;
and

(2) Opportunity for appeal as pro-
vided in subpart R of this part.

(i) If the laboratory requests a hear-
ing within the time period specified by
HHS, the laboratory retains its certifi-
cate of compliance or reissued certifi-
cate of compliance until a decision is
made by an ALJ as provided in subpart
R, except when HHS finds that condi-
tions at the laboratory pose an immi-
nent and serious risk to human health.

(j) For laboratories receiving pay-
ment from the Medicare or Medicaid
program, such payments will be sus-
pended on the effective date specified
in the notice to the laboratory of non-
renewal of the certificate of compli-
ance even if there has been no appeals
decision issued.

[60 FR 20045, Apr. 24, 1995, as amended at 68
FR 3702, Jan. 24, 2003]

§493.51 Notification requirements for
laboratories issued a certificate of
compliance.

Laboratories issued a certificate of
compliance must meet the following
conditions:

(a) Notify HHS or its designee within
30 days of any change in—

(1) Ownership;

(2) Name;

(3) Location;

(4) Director; or

(5) Technical supervisor (laboratories
performing high complexity only).

(b) Notify HHS no later than 6
months after performing any test or
examination within a specialty or sub-
specialty area that is not included on
the laboratory’s certificate of compli-
ance, so that compliance with require-
ments can be determined.

(c) Notify HHS no later than 6
months after any deletions or changes
in test methodologies for any test or
examination included in a specialty or
subspecialty, or both, for which the
laboratory has been issued a certificate
of compliance.

[67 FR 7143, Feb. 28, 1992, as amended at 60
FR 20046, Apr. 24, 1995]

§493.55

§493.53 Notification requirements for
laboratories issued a certificate for
provider-performed
(PPM) procedures.

Laboratories issued a certificate for
PPM procedures must notify HHS or
its designee—

(a) Before performing and reporting
results for any test of moderate or high
complexity, or both, in addition to
tests specified as PPM procedures or
any test or examination that is not
specified under §493.15(c), for which it
does not have a registration certificate
as required in subpart C or subpart D,
as applicable, of this part; and

(b) Within 30 days of any change in—

(1) Ownership;

(2) Name;

(3) Location; or

(4) Director.

[68 FR 5224, Jan. 19, 1993, as amended at 60
FR 20046, Apr. 24, 1995]

microscopy

Subpart D—Certificate of
Accreditation

SOURCE: 57 FR 7144, Feb. 28, 1992, unless
otherwise noted.

§493.55 Application for registration
certificate and certificate of accred-
itation.

(a) Filing of application. A laboratory
may be issued a certificate of accredi-
tation in lieu of the applicable certifi-
cate specified in subpart B or subpart C
of this part provided the laboratory—

(1) Meets the standards of a private
non-profit accreditation program ap-
proved by HHS in accordance with sub-
part E; and

(2) Files a separate application for
each location, except as specified in
paragraph (b) of this section.

(b) Exceptions. (1) Laboratories that
are not at fixed locations, that is, lab-
oratories that move from testing site
to testing site, such as mobile units
providing laboratory testing, health
screening fairs, or other temporary
testing locations may be covered under
the certificate of the designated pri-
mary site or home base, using its ad-
dress.

(2) Not-for-profit or Federal, State,
or local government laboratories that
engage in limited (not more than a
combination of 15 moderately complex
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